T he Food and Drug Administration has just published (November 2004) a Compliance Policy Guide regarding the use of radio frequency identification (RFID) technology to improve the safety and security of the nation's drug supply. The full title of this document is "Radiofrequency Identification Feasibility Studies and Pilot Programs for Drugs: Sec. 400.210." This guide calls for feasibility studies and hopes to have RFID implemented by 2007, as a means to decrease the risk of counterfeit drugs.
RFID uses electronic tags on product packaging to track the item. It will be able to track the product's movement through the supply chain and ultimately to the consumer; this technology is not intended to replace the current bar code system but to augment it. RFID technology will help all of us involved in the drug distribution system to be assured of the authenticity of the product and to provide an electronic pedigree. It will also be helpful during recalls to determine the location of the affected lot of the item. This is not new technology; if you have a device in your car for tollbooths or parking lots, you are already using RFID.
RFID is already in the process of being implemented by some of the pharmaceutical industry. Pfizer has announced plans to use RFID for Viagra (sildenafil) as early as 2005. GlaxoSmithKline has announced plans to use RFID on at least one of its products within the next 12 to 18 months. Purdue Pharma announced plans to use it with OxyContin (oxycodone) and Palladone (hydromorphone). A copy of this Compliance Policy Guide can be found at: http:// www.fda.gov/oc/initiatives/counterfeit/rfid_cpg.html It is wonderful to see this type of action by the Food and Drug Administration and the pharmaceutical industry to protect the drug supply. When the Compliance Policy Guide was published in the Federal Register (November 17, 2004) I encourage all practitioners to become familiar with this technology and the new Compliance Policy Guide. If you have any concerns regarding this policy or technology, now is the time to make your opinion known. ■
